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DETAILED OFFICE ACTION 

Applicant's amendment filed on 22 January 2008 is acknowledged and entered. 
Following the amendment, claims 9, 10, 14, 16 and 17 are amended, and the new claims 26 and 
27 are added. 

Currently, claims 9-11, 14-17, 26 and 27 are pending and under consideration. 

Rejections under 35 U.S.C. SI 12: 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such tlill, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 9-11 and 14-17 remain rejected, and the new claim 26 is rejected under 35 
U.S.C. 1 12, first paragraph, because the specification, while being enabling for claims limited in 
scope to an isolated polypeptide having an amino acid sequence of SEQ ID NO:20, does not 
reasonably provide enablement for claims to claims to any variant of SEQ ID NO:20 (claim 9, 
for example). The specification does not enable any person skilled in the art to which it pertains, 
or with which it is most nearly connected, to make and/use the invention commensurate in scope 
with these claims, for the reasons of record set forth in the last Office Action mailed on 20 
September 2007, at pages 3-4. 

Applicants argument filed on 22 January 2008 has been fully considered, but is not 
deemed persuasive for the reasons below. 

At page 6 of the response, the applicant argues that Applicants have amended Claim 9 by 
reciting a functional limitation "wherein the nucleic acid encoding said polypeptide is over 
expressed in psoriasis peripheral blood mononuclear cells thus, the claimed polypeptide 
variants are defined by both a functional property and a structural property. Apphcants fiirther 
argue that Applicants have provided the PRO sequence SEQ ID NO:20 and its encoding nucleic 
acid sequence, and the specification describes methods for the determination of percent identity 
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between two amino acid sequences, that the specification also sets forth methods for making the 
amino acid sequences and methods of preparing the PRO polypeptides, and describes methods 
using microarray techniques for identifying mRNAs overexpression in psoriasis PBMCs, and 
that thus, one of skill in the art could identify whether the variant PR084197 polypeptide falls 
within the parameters of the claimed invention. This argument is not persuasive for the 
following reasons. First, the recitation "wherein the nucleic acid encoding said polypeptide is 
over expressed in psoriasis peripheral blood mononuclear cells" is not a functional limitation per 
se, but rather a descriptor of where one might encounter the nucleic acids that encode the 
claimed polypeptide. Further, the issue is not whether one of skill in the art could determine 
percent identity between two sequences, make % variants or carry out microarray assay, rather, 
the issue is that appellants have not established that there is any conception of nucleic acids 
("encoding") in a manner commensurate in scope with the claims, and hence of the claimed 
polypeptides, as there is no evidence of the actual conception of such nucleic acids, nor is there 
any evidence of record that they exist. Furthermore, even if such variants exist, and were 
associated with psoriasis, they are completely unpredictable, therefore, there is no way for one of 
skill in the art to make and use the claimed invention without undue experimentation. 

At pages 7-8 of the response, the applicant argues that the Examiner alleges that the 
specification provide no guidance or working examples as to how the skilled artisan makes a 
variant associated with psoriasis, however, as discussed in the M.P.E.P. §2164.08, "[t]he 
specification need not contain an example if the invention is otherwise disclosed 
in such manner that one skilled in the art will be able to practice it without an undue amount of 
experimentation. In re Borkowski. All F.2d 904, 908, 164 U.S.P.Q. 642, 645 (C.C.P.A. 1970)." 
Given that one of ordinary skill in the art could make and use the claimed variant sequences 
without any undue experimentation, there is no requirement that the specification provide 
examples of variant polypeptides. Applicants further argue that that the Examiner's concerns 
that even if such variants exist in psoriasis, what might happen regarding genetic variations to the 
polypeptide of SEQ ID NO:20 are completely unpredictable are not valid because one of 
ordinary skilled can make and test candidate variants with standard methods known in the 
art and disclosed in the specification, and this would not require undue experimentation, and that 
"[t]he fact that experimentation may be complex does not necessarily make it undue, if the art 
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typically engages in such experimentation" (M.P.E.P. 2164.01). This argument is not persuasive 
because given the nature of the invention, % polypeptide variants wherein encoding nucleic acid 
is over expressed in psoriasis, which is completely unpredictable, a working example becomes 
particularly important. MPEP indicates lack of a working example, however, is a factor to be 
considered, especially in a case involving an unpredictable and undeveloped art (MPEP 
2164.02). In In re Fisher, 427 F. 2d 833, 839, 166 USPQ 18, 24 (CCPA 1970), the court clearly 
states: "in cases involving unpredictable factors, such as most chemical reactions and 
physiological activity, the scope of enablement obviously varies inversely with the degree of 
unpredictability of the factors involved". In the present case, the specification discloses an 
amino acid sequence of human PR084197 with SEQ ID NO:20 and the encoding nucleic acid of 
SEQ ID NO: 19, and no variants thereof meeting the limitation of the claims were ever identified 
(in psoriasis or any condition) or particularly described. In the absence of working example of 
any % variant in psoriasis, and the presence of the unpredictability directed to same established 
by the prior art, further experimentation would be required to determine whether the claimed 
variants exist in nature and are associated with psoriasis prior to make and use the claimed 
invention, which, by no means, a routine experimentation. 

Furthermore, with respect to "an agonist of said polypeptide" in claims 14 and 17, the 
specification does not disclose any functional activity specifically associated with the 
polypeptide of SEQ ID NO:20, or any specified activity, which can be tested. Therefore, there is 
nothing that can be used as the reference for testing, comparing and/or determining the 
fimctional nature of a given molecule, i.e., whether it is an agonist of said polypeptide since the 
functional activity of the polypeptide is unknown. As such, one skilled in the art also would not 
be able to make the claimed "agonist", and undue experimentation would be required of the 
skilled artisan to make and use the claimed invention. 

Claims 9-11 and 14-17 remain fiirther rejected, and the new claim 26 is further rejected 
under 35 U.S.C. 1 12, first paragraph, as containing subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that the 
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inventor(s), at the time the application was filed, had possession of the claimed invention, for the 
reasons of record set forth in the last Office Action mailed on 20 September 2007, at pages 4-6. 

Applicants argument filed on 22 January 2008 has been fully considered, but is not 
deemed persuasive for the reasons below. 

At pages 8-9 of the response, the applicant argues that the claimed polypeptides in 
amended claim 9 have a specific functional property of having an encoding nucleic acid 
overexpressed in psoriasis PBMC cells, that the specification describes methods for the 
determination of percent identity between two amino acid sequences, that the specification also 
describes methods for identifying mRNAs overexpression in psoriasis PBMCs (Example 1), 
thus, a person skilled in the art is able to recognize that applicants were in possession of the 
members of the claimed genus, and that the claimed variants meet the standard set forth in the 
Written Description Guidelines and exemplified by Example 14. This argument is not 
persuasive because, once again, the recitation "wherein the nucleic acid encoding said 
polypeptide is over expressed in psoriasis peripheral blood mononuclear cells" is not a functional 
limitation per se, but rather a descriptor of where one might encounter the nucleic acids that 
encode the claimed polypeptide. Further, the issue is not whether a person skilled in the art 
could determine percent identity between two sequences, or carry out an assay to identify 
mRNAs, rather, the issue is that appellants have not established that there is any conception of 
nucleic acids ("encoding") in a manner conmiensurate in scope with the claims, and hence of the 
claimed polypeptides, as there is no evidence of the actual conception of such nucleic acids, nor 
is there any evidence of record that they exist. All applicants have presented is a single nucleic 
acid found to be overexpressed in said psoriasis PBMCs, and the germ of an idea that there might 
be variants of the nucleic acid that would be similarly associated. Therefore, the specification 
provides absolutely no basis for the argument as no variant of any kind for SEQ ID NO: 19 (the 
encoding nucleic acid for the polypeptide of SEQ ID NO:20) was ever identified in psoriasis or 
anywhere, and it is not even clear whether the claimed variants ever exist. Hence, there is 
accordingly no written description of the claimed polypeptides, other than the one identified as 
SEQ ID NO:20. Adequate written description requires more than a mere statement that it is part 
of the invention and reference to a potential method of isolating it. The compound itself is 
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required. See Fiers v. Revel, 25 USPQ2d 1601 at 1606 (CAFC 1993) andAmgen Inc. v. Chugai 
Pharmaceutical Co. Ltd., 18 USPQ2d 1016. Further, even //such possibility existed, what might 
happen in tumor cells regarding genetic variations to the nucleic acid encoding the polypeptide 
of SEQ ID NO:20 are completely unpredictable. Therefore, there is no way for a skilled artisan 
to imagine or envision the detailed structure of the encompassed variants, merely based on one 
disclosed sequence and methods of calculating % identity and microarray assay. Thus, the 
specification provides no written support for any variant encompassed by the present claims. 

At pages 9-10 of the response, the applicant argues that Fiers and Amgen d(the examiner 
relies on) do not apply as they are in the context of DNA related inventions, and the present 
claims are directed to polypeptides; that, citing case law Enzo Biochem., Inc. v. Genprobe, Inc. 
296 F.3d 1316 (Fed. Cir. 2002), the instant claims meet the standard set by the Enzo; that while 
the invention in Enzo was still a DNA, the holding has been treated as being applicable to 
proteins as well. This argument is not persuasive because Fiers and Amgen indeed apply to the 
instant situation as the concept and logic is the same, and as the holding of Enzo is applicable to 
proteins. Applicants standard/logic does not seem to be inconsistent when applying different 
case law. Further, with respect to the holding of Enzo (the combination of fiinctional activity and 
structural homology), as addressed previously and above, the recited "fiinctional activity" is not 
a functional limitation per se, but rather a descriptor of where one might encounter the claimed 
polypeptide. Furthermore, the more important issue is that, with the exception of SEQ ID NO:20 
and the encoding nucleic acid of SEQ ID NO: 19, the specification fails to provide any variants 
thereof meeting the limitation of the claims. Adequate written description requires more than a 
mere statement that it is part of the invention and reference to a potential method of making it. 

Furthermore, with respect to "an agonist of said polypeptide" in claims 14 and 17, once 
again, the specification merely discloses an amino acid sequence of human PR084197 with SEQ 
ID NO:20, and no agonist thereof meeting the limitation of the claims were ever identified or 
particularly described. The specification also fails to disclose any functional activity directly 
associated with the polypeptide of SEQ ID NO:20. Thus, there is no way for a skilled artisan to 
envision the detailed chemical structure of the encompassed "agonist". Therefore, only the 
PR084197 polypeptide SEQ ID NO:20, but not the fiiU breadth of the claims ("an agonist of said 
polypeptide") meets the written description provision of 35 U.S.C. §1 12, first paragraph. 
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Applicant is reminded that Vas-Cath makes clear that the written description provision of 35 
U.S.C. §1 12 is severable from its enablement provision (see page 1 1 15). 

Conclusion: 

Claim 27 is allowable. 
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